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Applicant 
Appl. No. 
Filed 
For 

Examiner 



Schlothauer et al. 

10/070,406 

March 6, 2002 

IMPROVED BIOACTIVE 
WHEY PROTEIN 
HYDROLYSATE 

Unknown 



Group Art Unit Unknown 



I hereby certify that this correspondence and all 
marked attachments are being deposited with the 
United States Postal Service as first class mail in 
an envelope addressed to: United States Patent 
and Trademaik Office, P.O. Box 2327, 
Arlington, VA 22202, on 

October 17. 2002 

(Date) 



jiftg^ I^er, 



^3 



Reg. No. 33,055 



COMMUNICATION 



United States Patent and Trademark Office 
P.O. Box 2327 
Arlington, VA 22202 



Dear Sir: 

In order to complete the record and to aid the Examiner in the examination of the above- 
identified patent application, Applicants enclose a copy of the International Preliminary 
Examination Report (IPER) which has issued in respect of the corresponding PCT application 
(PCT/NZOl/00188). 

Applicants respectfully request the examination of the present apphcation, and an early 
issuance of a Notice of Allowance. 

Although no fees are believed to be due at this time, please charge any fees, including any 
fees for extension of time, or credit overpayment to Deposit Account No. 11 -1410. 

Respectfully submitted, 



KNOBBE, MARTENS, OLSON & BEAR, LLP 



Dated: 0 OH) ^-Js {-} 



OX By: 
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Ginger^. Dreger 
Registration No. Ginger R. Dreger 
Attomey of Record 
Customer No. 20,995 
(415) 954-4114 
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iJ PfiRK TO 0014159544111 

TSJS- V^B^NT COOPERATION TKEATY 

PCX 

ONAL PRELIMINARY EXAMINATION REPORT 

(per Article 36 and Rule 70) 



P. 02 



Applicant's or agent* s file refevence 
P446997 CJE/yjt 


FOR FURTHER Sec Notification of Ttansmittal of Intemational Prelijninaxy 
ACTION Examinatiori Report (Form PCT/IPEA/4 1 6). 


intemational Application No. 
FCT/NZOl/00188 


Intecnationai Filing Date (day/monihfyear) 
11 Sept^berZOOl 


Priority Date (day/month/year) 
11 September 2000 


IntematioDal Patent Classification (IPQ or national classification and IPC 




IntCK' A23J3/34 






Applicant 

NEW ZEAL AND DAIRY BO ARD et al 



This intemational preliminaxy examination report has been prq>ared by diis Xntexnational Prelinnnaiy Bxaminuig Authority 
and is transmitted to the applicant according to Axtidc 36. 

This REPORT consists of a total of 3 sheets, including this cover sheet 

j X I This report is also acconpanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority (sec 
Rule 70.16 and Section 607 of the Administrative Instracti<»is ux»ler the PCI). 

These annexes consist of a total of 2 sheet(s). 



3. This report contains indications relating to the following items: 



I 




, II 


□ 


m 


□ 


rv 


□ 


V 


m 


VI 


□ 


VII 


□ 


VIU 


□ 



citations and explanations $iq>porting such statement 



Date of submission of the demand 
10 April 2002 


Date of conviction of the report 

9 August 2002 


Name and mailing address of the IPEA/AU 

AUSTRALIAN PATCNT OFFICE 
J*0 BOX 200. WOt>EN ACT 2606, AUSTRALIA 
E-mail address: pct@ipaustralia.gov.au 
Facsimile No. (02)6285 3929 


■ Authorized Officer 

MADHUI&^OGIA 

Telephone No. (02) 6283 2512 



Form PCr/IPEA/409 (Cover Sheet) (July 1998) 
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INTERNATIONAL PRELIMINA^^XAMINATION REPORT 



Int^^Honal application No. 
PCT/NZOl/00188 - 



Basis of the report 



1 . With regaid to the elements of the mtemational application:* 
' 1^ t^e international application as originally jSled. 

[Xl the description, pages 1-23; 28-34 , as originally filed, 

pages J filed with the demand, 
pages , received on with the letter of " 
[x] the claims, pages 24, 26, , as originally filed, 

pages , as amended (toge^er widi any statement) under Article 1 9, 
pages , filed with the demand, 

pages 25, 27 , received on 31 July 2002 with die letter of 31 July 2002 
[x\ the drawings, pages 1-2 , as originally filed, 

pages , filed with the demand, 

pages , received on with the letter of 
, [x] Resequence listing part of the description: 

pages 22-23 ^ as originally filed 

pages , filed widi the demand 

pages 9 received on with the letter of 

2. ' With regard to the language, all the elements marked above were available or tuniished to this Authority in the lai]^guage in 

which the international application was filed, unless otherwise indicated under this item. 
These elements were available or fiimished to this Authori^ in the following language which is: 
1^ I the language of a translation furnished for the purposes of international search (imder Rule 23. 1(b)). 

j j the language of pubUcation of the international apphcation (under Rule 48 J(b)). 

j I the language of the translation fiomshed for the purposes of international preliminary examination (under Rules 55.2 
and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in die international application, the international 
preliminary cTcamination was carried out on the basis of the sequence listix^: 

[X j contained in the international supplication in written form. 

{ I filed together with the international application in conq>Qter readable form. 

I I furnished subsequently to this Au^rity in written form. 

I I furnished subsequently to this Authority ill con^ter readable form^ 

j I The statement Giat die subsequcndy fiunished written sequence listing does not go beyond the disclosure in the 

inteniational appUcadon as filed has been fiunished. 
[x] The statement that the information recorded in computer readable foim is identical to the written sequence listing has 

been furnished 

4. The amendments have resulted in the cancellation of: 

[ ] the description, pages 

I I the claims, Nos. 

I I the drawings, sheets/fiig. 

5. I ] This report has been established as if (somte oQ the amendments had not been made, since they have been considered to 
go beyond the disclosure as filed, as indicated in the St^plemcntol Box (Rule 70.2(c)).^* 

• Replacement sheets which have be6n furnished to the receiving Office in response to an invitaiion under Artieie 14 are referred to in this 
report as **originally filed** and are not annexed to this report since they do not contain €unendments (Rules 70. 1 6 and 70. 1 7). 

*• Any replacement sheet containing such ameruiments imist be referred to itnder item J and anne^ 
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INTBRNATIONAL PRELIMIh^^ EXAMINATION REPORT f^P^ational application No! ~ 

PCT/NZ»1/00188 ' 



Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; citations 
and explanations supporting such statement 

StatcmexU 



Novelty (N) 


Claims 1-34 


YES 




Claims 


NO 


Inventive step (IS) 


daims 1*34 


YES 




Claims 


/" NO 


Industrial applicability (lA) 


Claims 1-34 


YES 




Clams 


NO 



Citations and explanations (Rule 70.7) 

The following documents identified in fhe Ihtemational Search Report have been considered for the purposes 
of diis report: 

Dl WO 9965326 ^ 
D2EP 269593 '. 
D3 WO 9221248 
D4 WO 9324020 
D5 US 5952193 
D6 WO 9304593 
D7 WO 91 13554 
D8JP 10033115 

D9 Int Daily J 6, pp 285-94 (1996) C:astro et al t 
Novelty (N) and Inventive Step Claims 1-34 

The present invention relates to a process of preparing a whey protein hydrolysate from a whey protein isolate 
(WPI) substrate having in^rovcd flavour and ACE-I inhibiting pr<^>erties. 

The closest prior art is Dl (WO 9965326) as acknowledged in the present application. This docmnent 
discloses process for preparing whey protein hydrolysate containing bioactive peptides. The process and 
properties desired of the products are the same as those defined in the present invention. However, the 
products per se are distinguished from the prior art by the use of whey protein isolate (WPI) in the process and 
not whey protein hydrolysate. The Examples of the prior art and the present invention are clearly different by 
way of the use of different substrates. Further, documents D2-D9 do not teach the use of WPI according to the 
present invention. 

Therefore the invention appears to be novel and inventive in the light of the above prior art documents. 

Industrial applicability (lA) Claims 1-34 

The claims appear to possess industrial applicability. 



Form PCr/IPEA/409 (Box V) (July 1998) 



15-OCT-2002 14: 16 FROM PJ PPRK TO 0014159544111 p. 05 

^ Received 3 1 July 2002 

7- A process as cland^in claim 1 or claim 2, wh^in said ^pme deactivating step 
comprises altering the pH of said whey proteia-containing substrate to a pH at which 
said protease is not active. 

5 8. A process as claimed in claim 7, wherein said OT2yme deactivating ste^ 
heat deactivation as claimed in any one of claims 3 to 6. 

9. A process as claimed in claim 1 or claim 2, viieiein said eoz^e deactivating step 
iv) comprises subjecting said hydrolysate to tdtrafiltration with an ultrafiltration 

1 0 m^brane having a nominal molecular weight cutoff in tbio range of about 1 0-SOO kDa. 

10. A process as claimed in claim 9, wherein said ultrafiltration membrane has a 
nominal molecular weight cut off in the range of about 10-200 kDa. 

15 11. A process as claimed in any one ofthe preceding claims, wherein said enzy^ 
immobilised on an in^ siq>port during s^d l^dro^sis step ii). 



12i A process as claimed in claim 1 1 , wherein said inert support is Roehm Eupergit, 
cairageenan particles^ chitosan particles or any other suitable inert support materiaL 

20 

13. A process as claimed in any one of the preceding claims, wherein the degree of 
hydrolysis is from about 3% to about 10%. 

14. A process as claimed m claim 13, wherein the degree of hydrolysis is from about 
25 3% to about 5%. 



15. A process as claimed in any one of the preceding claims, wherein the whey 
protein hydrolysate so produced comprise one or more bioactive peptides selected from 
the group consisting of SAP (S£0 ID NO: 1), 

30 VSLPEW (SEQ ID NO: 5), INYWL (SEQ ID NO; 

6), LKPTPEGDLEIL (SEQ ID NO: 7) and LKG YGGVSLPEW (SEQ ID NO: 8). 

16. A process as claimed in any one of the preceding claims, wherein the whey 
protein hydrolysate so prepared comprises at least one bioactive p^tide selected from 

35 the group consisting of LIVTQ (SEQ ID NO: 1), MKG (SEQ ID NO: 2) and ALPMH 
(SEQ ID NO: 3), in combination with at least one bioactive p^tide selected from the 
group comprising SAP (SEQ ID NO: 4), VSLPEW (SEQ ID NO: 5), INYWL (SEQ ID 
NO: 6), LKPTPEGDLEIL (SEQ ID NO: 7) and LKGYGGVSLPEW (SEQ ID NO: 8). 

25 
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Keceivea j i July 2002 

ID NO: 5). INYWL (dft ID NO; 6), LKFIPEGDLEIL 9q ID NO: 7) and 

LKGYGGVSLPEW (SEQ ED NO: 8). 

28. A product as claimed in any one of claims 22 to 26, comprising at least one 
' 5 bioactive peptide selected fix>m the group consisting of LIVTQ (SEQ ID NO: 1), MKG 

(SEQ ID NO: 2) aod ALPMH (SEQ ID NO; 3), in combination with at least one 
bioactive peptide selected ftom the group comprising SAP (SEQ ID NO: 4), VSLPEW 
(SEQ ID NO: 5), INYWL (SEQ ID NO: 6), LKPTPEGDLEIL (SEQ ID NO: 7) and 
LKGYGGVSLPEW (SEQ ID NO: 8). 

10 

29. A food product containing a WPI hydrdlysate luroduct as claimed in any one of 
claims 22 to 28. 

30. A method of reducing systolic blood pressure in a subject comprising 
1 5 administering an e£fectiv6 amount of a WPI hydrolysate as claimed in any one of claims 

22 to 28 or food product containing said hydrolysate as claimed in claim 29 to a patient 
in need thereof. 

31. A use of a jnoduct as claimed in any one of claims 22 to 28 in the manu&ctiire 
20 of a medicament for treating or preventing hypertension in a patient in need thereof. 

32. A pharmaceuticBl con^sition comprising the product of any one of claims 22 
to 28 together with a phaimaceulically accqitable cairiw. 

25 33. Any one or any combination of two or more peptides selected fiom the group 
comprising SAP (SEQ ID NO: l\ 

VSLPEW (SEQ ID NO: 5), INYWL (SEQ ID NO: 6), 
LKFIPEGDLEIL (SEQ ID NO: 7) and LKGYGGVSLPEW (SEQ ID NO: 8). 

30 34. Any one bioactive peptide selected from the gioi^ consisting of LIVTQ (SEQ ID 
NO: 1), MKG (SEQ ID NO: 2) and ALPMH (SEQ ID NO: 3), in combination with at 
least one bioactive peptide selected from the group comprising SAP (SEQ ID NO: 4), 
VSLPEW (SEQ ED NO; 5), INYWL (SEQ ID NO: 6), LKPTPEGDLEIL (SEQ ED NO: 
7) and LKGYGGVSLPEW (SEQ ID NO: 8). 
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